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Siemens Medical Solutions USA, inc. $§2000 Diagnostic Uitrasound ystgm
Ultrasound Division 510(k) Submission

510(K) SUMMARY

$2000 Diagnostic Ultrasound system

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance
with the Safe Medical Device Act of 1990 revisions to 21 CFR, Part 807.92, Content and Format of a

510(k)} Summary.

1. Submitted By:
Siemens Medical Solutions USA, inc., Ultrasound Division
1230 Shorebird Way

Mountain View, CA 94043

Contact Person:
Shelly Pearce
Regulatory Affairs

Phone: (650) 694-5588 .
FAX: (650)943-7053 NOV 1 3 2nvy

Date Prepared:
September 4, 2007

Proprietary Name:
Acuson S2000™ Diagnostic Ultrasound System

Common/ Usual Name:
Diagnostic Ultrasound System with Accessories

Cilassification Name:

21 CFR 892.1550

Ultrasonic Pulsed Doppler Imaging System  FR # 892.1550 Product Code 90-1YN
Ultrasonic Pulsed Eche Imaging System FR # 892.1560 Product Code 90-1YO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX

Predicate Device:

K063803, 11/22/2006, Acuson Antares Diagnostic Ultrasound System
K063085, 11/14/2006, Acuson Sequoia Diagnostic Ultrasound System
K032620, 10/10/2003, GE Voluson 730 Ultrasound System

Device Description:

The Acuson S2000™ Ultrasound System is a new multi-purpose mobile, software controlled
diagnostic ultrasound system with and on-screen display for thermal and mechanical indices
related to potential bio-effect mechanisms. Its function is to acquire primary or secondary
harmonic uitrasound echo data and display it in B-Mode, M-Mode, Pulsed (PW) Doppler Mode,
Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination of
modes, or Harmenic Imaging and 3D/4D Imaging on a Flat Panel Display.

The $2000, has been designed to meet the following product safety standards:

= UL 60601-1, Safety Requirements for Medical Equipment
= (CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment

s AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic
Output Indices on Diagnostic Ultrasound Equipment

= AJUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
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Siemens Medical Solutions USA, Inc. $2000 Diagnostic Ultrasound Systeé
Ultrasound Division 510(k) Submission

»  93/42/EEC Medical Devices Directive
s Safety and EMC Requirements for Medical Equipment
= EN60601-1
s ENB0601-1-1
= ENG0601-1-2
= EN60601-2-37
= |EC 61157 Declaration of Acoustic Power
= SO 10993 Biocompatibility

Intended Uses:

The $2000 ultrasound imaging system is intended for the following applications: General
Radiology, Abdominal, Fetal, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, Neonatal/Adult
Cephalic, Pediatric, Urology, Vascular, Musculoskeletal, Superficial Musculoskeletal, and
Peripherat Vascular applications.

The system aiso provides for the measurement of anatomical structures and for analysis
packages that provide information that is used for clinical diagnosis purposes.

Technological Comparison to Predicate Device:

The $2000 is substantially equivalent to the Acuson Antares, cleared via K063803, the Acuson
Sequoia, cleared via K063085, and the GE Voluson, cleared via K032620. All systems transmit
ultrasonic energy into patients, then perform post processing of received echoes to generate on-
screen display of anatomic structures and fluid flow within the body. All systems allow for
specialized measurements of structures and flow, and calculations.

End of 510(k) Summary
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¥ Food and Drug Administration
89200 Corporate Boulevard
Rockville MD 20850

NOV 1 8 zpp7

Siemens Medical Solutions USA, Inc.
% Mr. Mark Job

Responsible Third Party Official
Regulatory Technology Services LLC
1394 25" Street NW

BUFFALO MN 55313

Re: K072786
Trade/Device Name: Acuson S2000™ Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550 '
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 1I
Product Code: TYN, IYQ, and ITX
Dated: September 29, 2007
Received: October 1, 2007

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Acuson S2000™ Diagnostic Ultrasound System, as described in your premarket

notification:
Transducer Model Number
CW2 Probe 4P1 Phased Array
CWS5 Probe 6C2 Curved Array
9EC4 Curved Array 4C1 Curved Array
014 Linear Array 4V1 Phased Array

141.5 Multi-D Array 10V4 Phased Array
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14L5 SP Linear Array V5Ms Multiplane TEE
7CF2 Curved Array 17L5HDS Linear Array
9EVF4 Curved Array 8V3 Phased Array

If your device is classified (see above) into either class 11 (Special Controls) or class 11 (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or mishranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.htm]
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If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(240) 276-3666.

Sincerely yours,

4@%’7«/7'\/7 oy

(.. Nancy C. Brogdon
Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Siemens Medical Solutions U‘aA e, . ACUSON 82000™ Diagoostic Ultrasound Systemn

Ultrasound Division . - 510¢k) Subrmission

Page 1 of 1

510(k) Number (if known): KO 9 7 5@

Device Name: Acuson $2000™ Diagnostic Ultrasound System

Indications for Use:

The S2000™ ultrasound imaging systems are intended for the following applications:
Fetal, Abdominal, intraoperative, Pediatric, Small Parts, Transcranial, OB/GYN,
Cardiac, Pelvic, Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial
Musculoskeletal, and Peripheral Vascular applications.

The system also provides the ability to measure anatomical structures {fetal,
abdominal, intraoperative, intraoperative neurological, pediatric, small organ,
neonatal cephalic, adult cephalic, cardiac, trans-esophageal, transrectal,
transvaginal, peripheral vessel, musculo-skeletal (conventional), musculo-skeletal
(superficial) and neonatal cardiac} and calculation packages that provide information
that provide information to the clinician that may be used adjunctively with other
medical data obtained by a physician for clinical diagnosis purposes.

Prescription Use ___ XX - OR Over-the-Counter-Use ___
- (Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

%%/ 2’% 7

(Dividion/Sign-0ff)
Division of Reproductive, Abdominal and

Radiological Devices
910(k} Number M 7’6 7 Xé

Tab 4.3 Pg. 10t 18
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Siemens Medical Solutions USA, lnc: . ACUSON 82000™ Diagnostic Ultrasound Systeny
(lirasownd Divisien  ~ - S10{K) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known);

Device Name: ACUSON 52000 Ultrasound System
- Intended Use: Ultrasound imaging or iluid flow anatysis of the human body as follows:
Mode of Operation
- : : C Color | Amplitude | 2" | Gombined Other
Clinical Application | A | B:| M | PwD |cwD | 2° PIVEET velocity . .
Doppler | Doppler I ; {Specify} {Specify)
maging
Ophthalmic
Fetal N | NN N N N BMDC r:1$te1§,3.4,5,7,8,10.
Abdominal | NN N N N N BMDC li\l1ot?32]3,4,5‘?,8-,10“
Intraoperative N | N N N N N Note 2,3,4,5,7,8,10,
(Note 9) s BMDC 11, 14
lntraopergtlve . N (] N N N BMDC Note 2,3,4,5,7,8,10,
Neurological 11,14
Pediatric. , 7 N | N N "N N N BMDC I;»ljote 2,3,4,5,7,810,
Small Organ N N N N N N Note 2,3,4,5,7,8,10,
{Note 1} BMDC |y 14
Neonatal Cephalic N N N N N N BMDC Note 2,3,4,5,7,.8,10
Adult Cephalic N1 N N N N N BMDC | Note 2,3.4,57.8,10 °
Cardiac N N N N N N BMDC Note 2,3,4,5,6,7,8,10
Trans-esophageal | N |NJ] N N N N BMDC )
Transrectal . NN N N N BMDC T;)tf42’3‘4‘5'7'8"10'
Transvaginal ' NN N N N BMDC T{Dte 2,3,4,57,810,
Transurethral '
Intravascular
Peripheral vessel Nin | NN N N BMDC | §01025:45.6.7.8.10
Laparoscopic
Musculo-skeletal - ’ : Note 2,3,4,5,7,8,10,
Conventional N N N N N N BMDC 11,14
Musculo-skeletal ’ Note 2,3,4,5,7,8,10,
Superficial NN N N | N N BMDC | ({'yy
Other (specify) . _
Neonatal Cardiac N | N N N N N BMDC | Note 3,4,6

N = new indication; P = previously cleared by FDA, E =added under Appendix E

Additional Comments: o
Note 1 For example: breast, testes, thyroid; penis, prostate, etc.
Note 2 - Ensemble tissue harmonic imaging

Note 3 SieClear multi-view spatial compounding / //’Z;M
Note 4  Tissue Equalization Techpolo /
Note 5 ; aing ' ALt 7 o’

3-Scape real-time 3D imaging

Note 6 Cadence contrast agent imaging (DiﬁS’ioﬁ’SlQn»Ofﬂ

MNote 7 B&W SieScape panoramic imaging o :

Note 8 Power SieScape panoramic imaging Division of Reproductive, Abdominal and
Note @  For example: vascular, abdominal Radlological Devices ;
Note 10 Clarify VE vascular enhancement technology k) Numb [@7 2/7
Note 11 Advanced Sieclear muiti-view spatial compounding 510( ) umber .

Note 13 STIC

Note 14 eSie™ Touch elasticity imaging/FTl

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE 1F NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE})

Prescription Use (Per 21 CFR 801.10
Diagnostic Ultrasound Indications for Use Form

Tah 4.3 S Pg. 2 of 18
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Siemens Medical Solutions USA, Inc . : - ACUSON S2000™ Diugnostic Ulteasonnd System
Ultrasound Division 510(k) Submiission

510 (k) Number (if known):

Device Name: CW2 Probe for use with ACUSON 52000
Intended Use: Ultrascund imaging or fluid flow analysis of the human body as follows:

Mode of Cperation

- - Cotlor .
Clinicai Application | A.| B | M | Pwp | cwp | Solor |Amplitude )\, %o |Combined Other
: Doppler | Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal P

Abdominal

Intraocperative
{Note 8}

©

Intraoperative
Neurological

Pediatric

Smali Organ
(Note 1)

Neonatal Cephaiic

Adult Cephalic

T|WU|T| O |

Cardiac

Trans:esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P

Laparoscopic

Musculo-skefetal
Conventicnal

Musculo-skeletal

- . P
Superficial

Other (specify)

N = new indication; P = previously cieared by FDA K# 063803; E = added under Appendix E
Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note'8  For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Diviglo Slun Off) 0
DIViSlDﬂ of Raproductive, Abdominal and

Radlological Devices
510(k) Number M/DC—( 2'7?(0

Tab 4.3 ‘ Pg. 30of 18



Stemens Medical Solutions USA, Inc.

Ultrasoond Division

lLe7375(

ACUSON 52000™ Diagnostic Liltragound Systen

S10(k} Submission

510 (k) Number (if known):

Device Name:
Intended Use:

CW5 Probe for use with ACUSON 52000
Ultrasound imaging or iluid flow analysis of the human body as foliows:

Diagnostic Ultrasound indications for Use Form

Clinical Applicaticn

Maode of Operation

PWD

CWo

Color {Amplitude
Doppier

Doppler

Colar
Velocity
Imaging

Combined
{Specify)

Other
(Specify)

Ophthalmic

Fetal

e

Abdominal

Intraoperative
(Note 9)

T

Intragperative
Neurological

Pediatric

Small Organ
{Note 1)

Necnatal Cephalic

Adult Cephalic

Cardiac

-0l v l|o

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventionai

Musculo-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA K# 063803; E = added under Appendix E

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note @  For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOT_HER PAGE IF NEEDED)

Tab 4.3

Prescription Use (Per 21 CFR 801.1089)

/.

(DiViSiof Sign-0ff)
Division of Re

Radiological

S10(k) Number

Davices

Concurrence of CDRH, Office of Device Evaluation (ODE)

Productive, Abdommal and

™ W21

Pg. 40f 18
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Siemens Medical Solutions USA, Inc. ACUSON 52000 Diagnostic Ultrasound System
Ultrasound Division ST10(%) Submission

Diagnostic Ultrasound Indications for Use Form

510 {k} Number (if known):

Device Name: 9EC4 Curved Array Transducer for use with ACUSON $2000
intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation
. Color .
Clinicat Application | A | B | a |pwp |owp | Solor |Ampituded 0\ 5, |Combined Other
Boppler -| Doppler | ; (Specify) {Specify)
_ maging
Ophthalmic
Fetal PiP| P P P BMDC :‘lfte 2,34,5.7.8,10,
. . Note
Abdominal ‘ Pi{P P P P BMDC 234567610, 11
intracperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ Note 2,3,4,5,7,8,10,
(Note 1) _ N B P P BMDC | 17
MNeonatal Cephalic P P P P P BMDC | Note 2,3,4,5,7,8,10
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal ) P p P P P BMDC I;J;)t;a42,3.4.5.7,8,10,
Transvaginal P P P p P BMDC i;‘l;)te 23457810,
Transurethral
Intravascular
Petipheral vessel
Laparoscopic
Muscuio-skeletal
Conventional
Musculo-skeletal
Superficiai
Other (specify)
N = new indication; P = previously cleared by FDA K# 063803; E = added under Appendix E
Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3  SieClear multi-view spatial compounding
Nole 4 Tissue Equalization Technology ~
Note 5 3-Scape real-time 3D imaging A AL 7 e
Note 6 Cadence contrast agent imaging W . 6 . 7
Note 7 B&W SieScape panoramic imaging ( 1Si0n ngn-Off)
Note 8 P ' ic imagi iviai ; i
ote 8  Power SieScape panoramic imaging Division of Reproductive, Abdominal and

Note 10 Clarify VE vascular énhancement technology -

Note 11 Advanced Sieclear multi-view spatial compounding Radiological Devices
Note 14 eSie™ Touch elasticity imaging/FTI ' 51 0([() Number 72 7 X

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE}

Prescription Use {Per 21 CFR 801.108}

Tab 4.3 Pg.50f 18



Siemens Medical Solutions USA, Inc.
Ultrasound Division

Kero75 6

ACUSON §2000™ Diagnostic Ultrasound Systém

510¢k) Submisston

Diagnostic Ulirasound Indications for Use Form

510 (k) Number (if known):

Device Name:
Intended Use:

914 Linear Array Transducer for use with ACUSON 52000

Ultrasound imaging or fluid fiow analysis of the human body as follows:

Mode of Operation

Color
Velocity
Imaging

Color
Doppier

Combined
(Specify)

Amplitude

Clinical Application A B[ M Doppler

PWD | CWD

Other
(Specify)

Ophthalmic

Fetal PlP]| P P P BMDC

Note 2,3,4,5,7,6,10,
i1

Abdominal

Intraoperative
Abdominal

intraoperative
Neurclogical

Pediatric P P p p P BMDC

Note 2,3,4,5,7,8,10,
11

Small Organ

BMDC
(Note 1)

Note 2,3,4,5,7,8,10,
11,14

Neonatal Cephalic P P P P P BMDC

Note 2,3,4,5,7,8,10,
11

Adult Cephalic

Cardiac

Trans-esophageal

Transrectial

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P P P BMDGC

Note 2,3,4,5,7,8,10,
11, 14

Laparoscopic

Musculo-skeletal

Conventional BMDC

Note 2,3,4,5,7,8,10,
11, 14

Musculo-skeletal

Superiicial BMDC

Note 2,3,4,5,7,8,10,
i1, 14

Other (specify)

N = new indication; P = previously-cleared by FDA K# 063085; £ = added under Appendix E
Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. “ /
Note 2 Ensemble lissue harmonic imaging H A/ A
Note 3 SieClear multi-view spatial compounding Divié‘rﬁn éll n-0 7
Note 4  Tissue Equalization Technology ( T g ﬁ)
Note 5 gf‘fvage [Sea!-time 3D imaging Division of Reproductive, Abdominal and
Note 7 ieScape panoramic imaging . : .
Note 8 Power SieScape panoramic imaging Radiologicat Devices 7 Z 7 ? 6
Note 10 Clarify VE vascular enhancement technology 51 [](k) Number
Note 11 Advanced Sieclear multi-view spatial compounding
Note 14 ¢Sie™ Touch elasticity imaging/FT1
. (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)
Concurrence of CDRH, Cffice of Device Evaluation (ODE)
Prescription Use {(Per 21 CFR 801.109)
Tab 4.3 Pg. 6 of 18
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Siemens-Medical Solutions USA, Fuc. ACUSCON 32060 Diagnestic Ultrasound System
Ultrasound Division 510(k) Submission

Uitrasound Indications for Use Form
510 (k) Number {if known):

Device Name: 14L5 Multi-D Array Transducer for use with ACUSON 52000
Intended Use: . Ultrasound imaging or fluid flow analysis of the human body as foliows:

Mode of Operation

. Caler )
S P~ Color | Amplitude . | Combined Other
Clinical Application A B _. M 1 PWD | CWD Doppler | Doppler ‘\ine:;gé (Specily) (Specify)

Ophthalmic

Fetal

Abdominal

Intracperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ Note 2,3,4,5,7,6,10,
(Note 1) PIP| P P P BMOC | 114

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

intravascular

. . . Note 2,3,4,5,6,
Peripheral vessel P P P P P BMDC 7.8.10, 11, 14

Laparescopic

Musculo_—skeletai el p p P P BMDC Note 2,3,4,5,7,8,10,
Conventional 11, 14

‘Musculo-skeletal
Supedficial

Other (specify)

N = new indication; P = previously cleared by FDA K# 083085; E = added under Appendix E

" Additional Comments:

Note 1 For example: breast, testes, thyreid, penis, prostate, etc,
Note 2 Ensemble tissue harmonic imaging

Note 3  SieClear mutti-view spatial compounding
Note 4 Tissue Equalization Technology /{} 2
Note 5 3-Scape real-time 3D imaging /6{ ‘7,

Note 6 Cadence centrast agent imaging
Note 7 B&W SieScape panoramic imaging DMSIO" Slgﬂ Oﬁ
Note 8 Power SieScape panoramic imaging Division of Reproductive, Abdominal and

Note 10 Clarify VE vascular enhancement technology

Note 11 Advanced Sieclear multi-view spatial compounding Radlologlcal DEV]CGS d 0 7 Z ﬁé
Note 14 eSie™ Touch elasticity imaging/FTi 51 O(k) Number /

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.109)

Tab 4.3 ' Pg.7of 18
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Siemens Medical Solutions USA, Inc, ACUSON $2000™ Diagnostic Ultrasound System
Ultraseund Division | S10(k} Submissian

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name; 4P1 Phased Array Transducer for use with ACUSON S2000
intended Use: _ Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

~ . Color .
Clinical Application | A | B | M |PwD [cwp | Color fAmplitude) 0o | Combined Cther
Doppler | Doppler Imaging (Specify) (Specity)

Ophthalmic

Fetal P P P P P P BMDC | Note 2,3,4,5,7,8,10

Abdominal PP P P P P BMDC Note 2,3,4,5,7,8,10

intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic . P P P P P P BMDC | Note 2,3,4,5,7,8,10

Cardiac P P P P P P BMDC Note 2,3,4,5,6,7,8,10

Trans-esophageat

Transrectal

Transvaginal

Transurethral -

Intravascular

Peripheral vessel

L aparoscopic

Musculo-skeletal
Conventional

Musctilo-skeletal
Supericial

Other {specify)

N = new indication; P = previously cleared by FDA K# 063803; E = added under Appendix E
Additional Comments:

Note 2 Ensemble tissue harmonic i imaging

Note 3 SieClear muiti-view spatial compounding
Note 4  Tissue Equalization Technology

Note 5 3-Scape real-ime 3D imaging

Note 6 Cadence contrast agent |mag|ng

Note 7 B&W SieScape panoramic imaging

Note 8 Power SieScape panoramic iraging

Note 10 Clarify VE vascular enhancement technology

+ (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

A@ 1/ % /ﬂf/ 2,

(Diffisioh Sign-Off)

Dwssmn of Reproductive, Abdominal and

Radiological Devices H/ ) 7 27 ? (0

510(k) Number

Tab 4.3 Pg. 8 of 18
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Siemens Medical Solutions USA, Ine. ACUSON S20004 Diagnostic Ultrasound System
Ultrasound Division 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number {if known):

Device Name: 6C2 Curved Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

i . Color )
Clinical Application Al B | M:PWD|[CWD Color —y Amplitude Velocity Combmed Othe_r
Coppler | Doppler Imaging (Specify) {Specify)

Cphthalmic

Fetal ple| P P P BMDC r;f;atez,s,4,5,7,8,1o,

Abdominai o |lrp | p P P BMDC I1\I;)te2,3,4,5,7,8,10,

Intraoperative
Abdominal

Intracperative
Neuralogical

Pediatric P p P P p BMDC I;\I;Jle 2,3,4,6,7.8,10,

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginat

Transurethral

Intravascuiar

Peripheral vessel PP P P P BMDC T$t62'3'4'5'7‘8'10’

Laparoscopic

Musculo-skeletal
Conventional

Muscule-skeletal
Superficial .

Other (specify)
N = new indication; P = previcusly cleared by FDA K# 063085; E = added under Appendix E

Additional Comments: % ZL
Note 2 Ensemble tissue harmonic imaging ﬁ/f/{ /‘Z

Note 3 SieClear multi-view spatial compounding

Note 4  Tissue Equalization Technology DWMOI{ S!Gn Oﬁ

mote ? gf&agg rSeaI-time 3D imaging Division of Repmductwe, Abdomina! and
ote lescape pancramic imaging : . .

Note 8 Power SieScape panoramic imaging Radtologlcal Devices

Mote 10 Clarify VE vascular enhancement technology 510(k) Number K/ 0 72 7 X é

Note 11 Advanced Sieclear multi-view spatial compounding

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANCTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluatlon (ODE)

Prescription Use (Per 21 CFR 801.109)

Tab 4.3 Pg. 9 of 18



Ke?d &G

Siemens Medical Solutions US4, Inc. ACUSON $2600™ Dizgnostic Ultrasound System
Ultrasound Division 510{k) Submission

Diagnostic Ultrasound Indications for Use Form
510 {k) Number {if kncwn}):

Device Name: 4C1 Curved Array Transducer for use with ACUSON S2000
intended Use: LHtrasound imaging or fuid flow analysis of the human body as foliows:

Maode of Operation

. , Color )
Clivical Application | A | B | M | pwp [owp | Color |Ampliude] |, A %, | Combined Other
Doppler | Doppler Imaging (Specify) (Specity)

Ophthalmic

Fetal P P P p P BMDC I:l_?te 2,3,4,5.7.8,10,

Abdominal Plel| P P P BMDC Tgt‘ﬁ'&“"r"ﬁ'?'e'

Intraoperative
Abdominal

Intraoperative
Neuyological

Pediatric

Small Organ

Neonata! Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascutar

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previcusly cleared by FDA K# 063085; E = added under Appendix E

Additional Comments: /
Note 2  Ensemble tissue harmonic imaging '/ / ﬂq A

Note 3 SieClear multi-view spatial compounding

Note 4  Tissue Equalization Technology DDi Idﬁ Slgn Oﬁ)

Note 5 3-Scape real-time 3D imaging ivision of Re roducti

Note 8 Cadence contrast agent imaging Radicloai P . tve' Abdommal and
Note 7 B&W SieScape panoramic imaging acdiclogical Devices y
Note 8 Power SieScape panaramic imaging 51 0(k) Number 2 7
Note 10 Clarify VE vascular enhancement technology

Note 11 Advanced Sieclear multi-view spatia! compounding

(FLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evajuation (ODE)

Tabh 4.3 Pg. 100f 18



Le22 78/

Stemens Medical Selutions USA, Inc. ACUSON S2000™ Diagnostic Ultrasound Systemn
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: 4V1 Phased Array Transducer for use with ACUSON S2000
intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

~ . Calor .
Clinical Application | A | 8 | M | PwD |cwp | Color |Amplilude] (200, |Combined Other
Doppler | Doppler Imaging {Specify) (Specify)

Ophthaimic

Fetal P P P P P BMDC Note 2,3,4,5,7,8,10

Abdominal P P P P P BMDG Note 2,3,4,5,7,8,10,

Intracperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectai

Transvaginal

Transurethral

tntravascular

Peripheral vesset

| aparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficiai

Other {specify)

N = new indication; P = previously cleared by FDDA K# 063085; E = added under Appendix E

Additional Comments: %’, W
Note 2 Ensemble tissue harmonic imaging /V' / £ 1.2

Note 3  SieClear multi view spatial compounding -

Note 4  Tissue Equalization Technology MIS(EJH g‘gn Oif) " d Inal and
Note 5 3-Scape real-time 3D imaging Division of Reproductive, Abdomina

Note 7 B&W SieScape panoramic imaging ; i i

Note 8 Power SieScape panoramic imaging Radlologlcal Devices M7Z7 X 6
Note 10 Clarify VE vascular enhancement technology 51 0(k) Number

Note 11 Advanced Sieclear multi-view spatial compounding

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE |F NEEDED)
Concurrence of CDRH, Cffice of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Tab 4.3 . Pg. 11 of 18



KCe?72/78 L

Siemens Medical Solutions USA, Inc. ACUSON 5820007 Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number {if known):

Device Name: 10V4 Phased Array Transducer for use with ACUSCN S2000
intended Use: Ultrasound imaging or fluid flow analysis of the human body as foliows:

Mode of Operation

. . ‘ Color .
Clinical Application | A | B | M | pwp |cwp | G007 |Amphtude 0y, [Combined Other
Doppler | Doppler Imaging (Specity) (Specify)

Ophthalmic

Fetal P P P P P P BMDC | Note 2,3,4,5,7,8,10

Abdominal P P P P p p BMOC Note 2,3,4,5,7,8,10

-Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric P P P P P P BMDC | Note 2,3,4,57,8,10

Small Organ

Neonatal Cephalic P P P P P P BMDC | Note 2,3,4,5,7,8,10

Adult Cephalic

Cardiac P P P P P P BMDC Note 3,4

Trans-esophageal

Transrectal

Transvaginai

Transurethral

Intravascular

Peripheral vessel P P P P P P BMDC | Note 2,3,4,5,7,8,10

- Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Supediicial

Other (specify)

N = new indication; P = previously cleared by FDA K# 063085; £ = added under Appendix E

Additional Comments:

Mote 2 Ensemble tissue harmonic imaging /07//17 //I/L/

Note 3  SieClear multi view spatial compounding
Note 4 Tissue Equali;ation Technology D/‘W‘SIOH S*gn Oﬁ
Note 5 3-Scape real-time 3D imaging Division of Reproductive, Abdomlnal and

Note 7 B&W SieScape pancramic imaging . . .
Note 8  Power SieScape panoramic imaging Radiological Devices
Note 10 Clarify VE vascular enhancement technology 51 0 (k) Number ﬂ 7

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Tab 4.3 Pg. 12 of 18



LEe7278L

Siemens Medical Solutions USA, Inc. ACUSON S2000™ Diagnostic Ultrasonnd System
Ultrasound Division 510¢k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k} Number (if known):

Device Name: 14L5 SP Linear Array Transducer for use with ACUSON S2000
Indications For Use: Diagnostic imaging or {luid flow analysis of the human body as follows:

Mode ot Operation

. Color .
A B | m lpwo|cwp Coloer | Amplitude . Combined Other

Velocity . .
Doppler | Doppler Imaging (Specify) (Specity)

Clinical Application

Ophthalmic
Fetal
Abdominat
Intraoperative plp| p P P BMDC | Note 2,3,4,5.7.8,10
{Note 9)

Inlraopergtlve P p p P P BMDC Note 2,3,4,5,7,8,10,
Neurological 11

Pediatric

Small Crgan
(Note 1) P P P P P BMDC

Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Note 2,3,4,5,7,8,10C,
11,14

Note2,3,4,5,6

Peripheral vessel P P P P P BMDC 7.8.10, 11.14

Laparoscopic

Musculo-skeletal Nofe 2,3,4,5,7,8,10,
Conventional PP P P P BMDGC 114

Musculo-skeletat
Superficial
Other {specity)

N = new indication; P = previously cleared by FDA K# 063085; E = added under Appendix E

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, stc.

Note 2 Ensemble tissue harmonic.imaging
Note 3  SieClear multi-view spatial compounding W/ 74

Note 4 Tissue Equalization Technology

Note 5  3-Scape realtime 3D imaging (DIJiéIC{II] Sign- Off

Note 8 Cadence contrast agent imaging

Note 7 B&W SieScape panoramic imaging Division of RBDFOGUCIIVE Abdomma' and
Note 8 Power. SieScape panoramic imaging Radiological Devices

Note 9  For example: vascular, abdominatl ’ZO é
Note 10 Clarify VE vascular enhancement technology 51 O(R) Number 72/ i

Note 11 Advanced Sieclear multi-view spatial compourding
Note 14 eSie™ Touch elasticity imaging/FT!

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED})
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Tab 4.3 Pg. 13 of 18



07D 7256

Stemens Medical Solutions USA, Inc, ACUSON 52600 Diagnustic Ultrasound System
Ultrasound Division S10(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: 7CF2 Curved array mechanical 3D transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fuid fiow analysis of the human body as follows:

Mode of Operation

. Calor .
Clinical Application | A { B | M |pwD |cwp | S0lor |Amplitude| 4 0 |Combined Other
Doppler | Doppler Imaging (Specify) {Specify)

Ophthalmic

Fetal Ple | p p p BMDC '1\110‘1932‘3'4'5’7'8'10'

Abdominal plp| P P p BMDG Tft?§'3'4’5’7'8’10'

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

intravascular

Peripheral vessal

Laparoscopic

Musculo-skeletal
Conventional

Muscule-skeletal
Superficial

Other {specify)

N = new indication; P = previously cleared by FDA Ki 063803; E = added under Appendix E
Additional Comments:

7
Note 2 Ensemble tissue harmonic imaging /4/\7// Z % P

—
Note 3 SieClear mutti-view spatial compounding T 4T ~
Note 4  Tissue Egualization Technology (Dl\lfél(?ﬁ Slgn-Oﬁ) J .
ﬁ";‘e? gﬁagg reattime 3D imaging Division of Reproductive, Abdominal and
ote ieScape panoramic imaging . . .
Note 8 Power SieScape panoramic imgging Rad10|OQI_Cai Devices w 7 27%
Note 10 Clarify VE vascular enhancement technology 51 U(k) Number
Note 11 Advanced Sieclear multi-view spatial compounding
Note 13 STIC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANCTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prascription Use (Per 21 CFR 801.109)

Tab 4.3 Pg. 14 0of 18



K73 756

Siemens Medical Solutions GSA, Inc. ACUSON 82000™ Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 {k) Number (if xnown}:

Device Name: 9EVF4 Curved Array Transducer for use with ACUSON 52000
Intended Use: Ultrasound imaging or fiuid flow analysis of the human body as follows:

Mede of Operation

. Color .
. I Color | Amplitude . |Combined Other
Clinical Application A B{M]PWD|[CWD Doppler | Doppler ;ﬁgf% (Specify) (Specify)

Ophthalmic

Fetal e | PR P P pup | hote 234575

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurolagical

Pediatric

Small Organ

Neonatal Cephalic L P P pmoc | MNote 23.4.5.7.8,

10,11
Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

PP P P P
Transvaginal BMDC Tgtf12’3‘4‘5’7'8‘

Transureihral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other (specify)

N = new indication; P = previously cleared by FDA K# 053803; E = added under Appendix k£
Additionat Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3  SieClear multi-view spatial compounding _ //
Note 4 /W 7)‘ LT,

Tissue Equalization Technology v <
Note 5 3-Scape real-time 3D imaging (DM@I&] Srgn-Off) -
Note 7 B&W SieScape panoramic imaging jvici : .
Note 8 Power SieScape panoramic imaging DIVI.SIOI'] qf Reproductive, Abdominal and
Note 10 Clarity VE vascular enhancement technology Radlologlcai Devices w 2 y
Note 11 Advanced Sieclear multi-view spatial compounding 51 0(k) Number 7 7 b

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Tab 4.3 Pg. 15 of 18



Ko7 37856

Siemens Medical Solutions USA, Inc. ACUSON S2000™ Diagnostic Ultrasound System
Ultrasound Division S510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: V5Ms Multiplane TEE Transducer for use with ACUSON $2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as foliows:

Maode of Operation

. . Coler .
Clinical Application | A | B | M | PwD | cwp | Color |Amplitude) o5 |Combined Other
Doppler | Doppler Imaging (Specify) (Specify}

Ophthalmic

Fetal

Abdominal

intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

Neonataf Cephalic

Adult Cephalic

Cardiac

Trans-esophageal PP P P P P BMDC

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Cther (specify)

N = new indication; P = previously cleared by FDA K# 063803; E = added under Appendix E
Additional Comments: n/a

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Oftice of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

//%g%y

(DiviSiof Sign-Off) )
Division of Repraductive, Abdominal and

e (7275

Tab 4.3 Pg. 16 of 18



KC7 D756

Siemens Medical Solutiens TSA, Ine. ACUSON S2000™ Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known);

Bevice Name: 17L5HDS Linear Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Made of Operation

. Color .
Ciinica! Application A | B | M |PWD|CWD Color | Amplitude Velocity Comb'f‘ed Othgr
Doppler | Doppler Imaging (Specify) (Specity}

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ

_ Note 2,3,4,5,7.,8,10,
(Note 1) r i i i e

11,14

Necnata! Cephalic

Adult Cephaiic

Cardiac

Trans-esophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral vessel P P P P P BMDC ]1\']?11842’3‘4'5’7'8' 10,

Laparoscopic

Musculo-skeletal Note 2.3.45.7.8.10,
Conventional PP P P P BMDC 11,14

Musculo-skeletal Note 2,3,4,5,7,8,10,
Superficial PP P P P BMDC 11,14

Other (specify)

N = new indication; P = previously cleared by FDA K# 053085; E = added under Appendix £

Additional Comments:
Note 1 For example: breast, tastes, thyroid, penis, prostate, etc.

Note 2 Ensemble tissue harmonic imaging S
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology %’ /I{’f {"\/

Note 5 3-Scape real-time 3D imaging "

Note 7 B&W SieScape panoramic imaging D#SlOﬁ Sign Oﬁ .

Note 8 Power SieScape panoramic imaging Division of Reproductive, Abdominal and

Note 10 Clarify VE vascular enhancement technology i i i ]

Note 11 Advanced Sieclear multi-view spatiat compounding Radmlogical Devices \/ 0 727?&
Note 14 eSie™ Touch elasticity imaging/FT! 510(k) Number i

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation {ODE)

Prescription Use (Per 21 CFR 801.108)

Tab 4.3 Pg. 17 0f 18



LC?2 756

Siemens Medical Solations USA, Inc. ACUSON $2000™ Diagnostic Ultrasound System
Ultrasound Division 510¢k) Subymission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: 8Y3 Phased Array Transducer for use with ACUSON 52000
Intended Use: Utrasound imaging or fluid flow analysis of the human body as follows:

Mcde of Operation

. Color .
- _ Color [ Amplitude .. |Combined GCther
Clinical Application Al B[ MIPWD]CWD Doppler | Doppler 5\;?;%?:% (Specify) (Specify)

Ophthalmic

Fetal P P P P P P BMDC Note 2,3,4,5,7,86,10

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric P P P P P P BMDC Note 2,3,4,5,7,8,10

Small Organ

Neonatal Cephalic P P P P P P BMDC Note 2,3,4,5,7,8,10

Aduit Cephalic

Cardiac P P P P P P BMDC | Note 3,4,6

Trans-esophageal

Transrectal

Transvaginai

Transurethral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
Conventional

Musculc-skeletal
Superficial

Other (specify}
Neonatal Cardiac ) P P P P P P BMDC Note 3,4,6

N = new indication; P = previously cleared by FDA K# 083085; E = added under Appendix E

Additional Comments:

Note 2 Ensemble tissue harmonic imaging

Note 3  SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 i imagi /?Aﬂ M "‘

3-Scape real-time 3D imaging
Note 8 Cadence contrast agent imaging (DW’VIOI’I Slqn-Off)
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape pancramic imaging Division of Repmductive Abdommal and

Note 10 Clarify VE vascular enhancement technology Radiologica! Devices w
510(k) Number 72726

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (CDE}

Prescription Use (Per 21 GFR 801.109)

Tab 4.3 Pg. 180f 18



